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opinion contains 
Cont. No, I 
Cont. Nn. I[ 
Com. No. iir 
Cont. No. IV 

Com. No. V 

Com. No. VI 
Conl. No. VII 
Cont. No. VIII 



indications relating to the following items: 
Dasis of the opinion 
Priority 

Non^siabUshment of opinion with regard to novelty^ inventive step and indij.Mtri&] applicability 
Lack of unity of invention 

Reasoned *?imcmcnt under Rule 43bis.UaXi) widi regard to novelty, inventive step or industnal 

applicability; citations and explanations supporting such statement 

Certain documents Cited 

Cenain defects in the iniemational application 

Certain observations on the international application 



2. FURTHER ACTION 

If a demand for intcmational preliminary examination is made, this opinion will be considered to be a written opinion of the 
Intcmanonal Prchminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the f PEA and the chosen TPEA has notified the IniemaiionftI Buieau under Rule 1 bls(b) 
that wrinen opinions of this International Searching Authority will not be so considered. 

If This opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a wriitcn reply together, where appropriate, with amendments, before the cxpirahon of 3 months fram ihc dale of mailing 
of Fonn PCT/lSA/220 or before the expiration of 22 months from die priority date, whichever expires later. 

For ftirther options, see Form PCT/IS A/220. 

3. For further details, Kee notes to Form PCT/IS A/220. 
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Austrian Patent Office 
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Authorized officer 
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Continuation No. I 

Basis of the opinion iAP20Reo'dPCT/WO 22 JUN 2006 

1 . Wrth regard to the language, this opinion has been established on the basis of 
the international application In the language in which it was filed. 



Continuation No. II 
Priority 



IrilS^^i'?'!?"^ furnished: copy of the earlier application whose 

prlonty has been claimed (Rules 43bis.1 and 66,7{a)). wno&e 

Consequently It has not been possible to consider the validity of the priority claim This 
dai3 priority die^ established on the assumption that the relevant date is the 



Continuation No. Ill: 

Non-establishment of opinion with regard to 
novelty, Nonlnventive step and Industrial applicability 

The questions whether the claimed invention appears to be novel, to involve an Nonlnventive 
step (to be non obvious), or to be Industrially applicable have not been examined in respect of 
the said claims Nos. 8, 9 because the description, claims or drawings (particular elements 
indicated below) or said claims Nos. 8, 9 are so unclear that no meaningful opinion could be 
formed (specify): 

Characterization of a composition by storage instructions is insufficient. 



Continuation No. IV: 
Lack of unity of invention 

in response to the invitation (Forni PCT/ISA/206) to piay additional fees the applicant has not 
paid additional fees. 

4. Consequently, this opinion has been established In respect of the following parts of the 
international application: the parts relating to claims Nos. 1-3. 10, 11 and 15. 



Ponn PCT/ISA/237 (continuation (0)) (January 2004) 
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rnrem^xtional applicniion No. 
PCT/IN 2004/000399 



Continuation No. V 

Reasoned statement under Rule 43bis.1 (a)(1) with regard to novelty, Inventive step 
or Induetrlal applicability; citations and explanations supporting such statement 



1 . Statement 

Novelty (N) Claims 11, 15 YES 

Claims 1-3,10 NO 

Inventive step (IS) Claims 11,15 YES 

Claims 1-3,10 NO 

Industrial applicability (lA) Claims 1-3,10,11,15 YES 

Claims — NO 



2. Citations and explanations: 

us 2903/0194430 A1 refers to a multi-compartment capsule; preferably one compartment is filled with 
a Hi-antagonlst, e.g. desloratadlne and the other contains a radical scavenging, e.g. vitamin E, 

US 2003/0118654 A1 discloses a liquid pharmaceutical formulation comprising at least one 
unpleasant tasting drug, e.g. descarboethoxyloratadina and an antioxidant. 

The subject matter of US 2003/0031713 A1 Is a bllayer solid composition wherein one layer contains 
desloratadlne in admixture with at least one antioxidant. 

ON 1415613 A describes a stable composition of desloratadlne fumarate; said salt is obligatorily 
fomied, If desloratadlne and fumaiic acid are not formulated separately. 

As this opinion has been established on the assumption that the relevant date is the claimed priority 
date, the documents CM 1552324 A, US 2003/0236236 A1 and WO 2004/080461 A2, which were 
published within the priority terni, were not considered for the present. 

In respect of the abowe cited documents an oral formulation (claims 1-3,10) containing desloratadlne in 
admixture with up to 5 % of at least one antj-oxidant is neither new nor inventive. Claims 1 1 and 16 
show both novelty and Inventive step, because none of the cited documents mentions butylated 
hydroxyl toluene, optionally in admixture with meglumine, as antioxidant. 

Industrial applicability is given for claims 1 -3, 10,11 and 15. 



Continuation No. VI: 
Certain documents cited 

1. Certain published documents (Rules 43bls.l and 70,10) 
I'orm PCT/ISA/237 (conlinuaclon (0)) (Januury 2004) 
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Application No. 
Patent No. 

WO 2004/080461 A2 



Publication date 
(dayAnonth/year) 

23.9.2004 



Piling date 
(day/month/year) 

12.3.2004 



12.3.2003. 28.10.2003, 
3.11.2003. 1.12.2003 



Priority dale (valid claim) 
(day/month/year) 



US 2003/0236236 A1 
CN 1562324 A 



26.12.2003 
6.12.2004 



22.6.2003 
28.5.2003 



Continuation No. Vii: 
Certain defects in the international application 

The following defects In the form or contents of the International application have been noted: 

The formulation -..a pharmaceutically acceptable organic compound that provides an alkaline 
pH.." (claim 1 ) is function-orientated and should be specified. 

The use of the term "abour (claim 3) in connection with numerical ranges is not allowed. 



Continuation No. Vill: 
Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the 
question whether the claims are fully supported by the description, are made; 

The term "therapeutically effective " (claim 1) is meaningless and should be therefore deleted. 



Form PCT/ISA/237 (contlnunlion (0)) (January 2004) 



